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PATENT TERM EXTENSI ON AND NEW PATENTS - MARCH 09, 2004
DOCKET NUMBER *95S-0117
See report footnotes for information regarding report content

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL PATENT EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE( S) CODE EXPI RES
021320 001 ABARELI X; PLENAXI S 5968895 DEC 11, 2016 DP
6180608 DEC 11, 2016 DP U549
6423686 JUN 07, 2015 DS
6455499 JUN 07, 2015 U549
5843901 DEC 01, 2015 DS DP
DD> 021540 001 AMLODI PI NE BESYLATE; CADUET 5273995 DEC 28, 2010 DS DP U162 NC JAN 30, 2007
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 us52
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOV 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 4681893 SEP 24, 2009 DS DP U161
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 021540 002 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 us52
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOV 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 021540 003 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 us52
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOV 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 021540 004 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
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PATENT TERM EXTENSI ON AND NEW PATENTS - MARCH 09, 2004
DOCKET NUMBER *95S-0117
See report footnotes for information regarding report content

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL PATENT EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE( S) CODE EXPI RES
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 U552
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOv 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 021540 005 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 U552
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOv 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 021540 006 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 U552
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOv 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
DD> 021540 007 AMLODI PI NE BESYLATE; CADUET 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007
DD> 4681893* PED MAR 24, 2010
DD> 4879303 MAR 25, 2007 DS DP
DD> 4879303* PED SEP 25, 2007
DD> 4572909 JUL 31, 2006 DS DP U3
DD> 4572909* PED JAN 31, 2007
DD> 5273995 DEC 28, 2010 DS DP U162
DD> 5273995* PED JUN 28, 2011
DD> 6455574 AUG 11, 2018 U552
DD> 5969156 JUL 08, 2016 DS
DD> 5969156* PED JAN 08, 2017
DD> 5686104 NOv 11, 2014 DP U213
DD> 5686104* PED MAY 11, 2015
DD> 6126971 JAN 19, 2013 DP
DD> 6126971* PED JUL 19, 2013
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PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S-0117
See report footnotes for information regarding report content

| NGREDI ENT NAME; TRADE NAME

AMLODI PI NE BESYLATE; CADUET

AZELASTI NE HYDROCHLORI DE; ASTELI N

BUDESONI DE; RHI NOCORT
BUDESONI DE; RHI NOCORT
CARBOPLATI N, PARAPLATI N
CARBOPLATI N, PARAPLATI N
CARBOPLATI N, PARAPLATI N

Cl PROFLOXACI N, CI PRO I N SODI UM CHLO

Cl PROFLOXACI N; Cl PRO XR

CLOBETASOL PROPI ONATE; CLOBEX
ESTRADI OL; ESTROGEL

ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N
ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N
ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N
ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N

ETHI NYL ESTRADI OL; OVCON- 35
FLUCONAZOLE; DI FLUCAN

FLUCONAZCOLE; DI FLUCAN
FLUCONAZCOLE; DI FLUCAN
FLUCONAZOLE; DI FLUCAN
FLUCONAZCOLE; DI FLUCAN
FLUCONAZCOLE; DI FLUCAN

PATENT
NUMBER

4681893
4681893* PED
4879303
4879303* PED
4572909
4572909* PED
5273995
5273995* PED
6455574
5969156
5969156* PED
5686104
5686104* PED
6126971
6126971* PED
5164194
5164194* PED
6686346
6686346
4657927
4657927
4657927
4670444
4705789
4957922
4808583
4670444* PED
4705789* PED
4808583* PED
4957922* PED
4670444
4670444* PED

6667050
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED

PATENT/ PED EXCL

MARCH 09, 2004

EXPI RES

SEP
MAR
MAR
SEP
JUL
JAN
DEC
JUN
AUG
JUL
JAN
NOV
MAY
JAN
JUL
NOV
MAY
APR

JUN
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL

24

24

25

25,
31,
31,
28,
28,
11,
08,
08,
11,
11,
19,
19,
01,
01,
29,
29,
14,
14,
14,
09,
10,
18,
28,
09,
10,
28,
18,
09,
09,

12,
29,
29,
29,
29,
29,
29,
29,

29,
29,
29,
29,

2009
2010
2007
2007
2006
2007
2010
2011
2018
2016
2017
2014
2015
2013
2013
2010
2011
2017
2017
2004
2004
2004
2003
2004
2007
2006
2004
2005
2006
2008
2003
2004

2021
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004

PATENT
CODE( S)

DS DP
DS DP
DS DP
DS DP

DS

ul6l

U3
U162
U552

DP U213

9

399%%

DS DP

U207

us57
Uus57
Ul75
Ul75
Ul75

U555

Ul

EXCLUS
CODE

NC

NDF
NDF
D- 85
D- 85
D- 85

D- 85
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020685
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021451
021249
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013217
013217
076545
021308
076307
076307
021598

020381
020381
020381
020592
020592
020592
020592
020592
020592
021462
020639
020639

020639

003
005
001
002
004
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001

001
003
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001
002
001
001
001
002
001

002
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001
002
003
004
005
006
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PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S- 0117

MARCH 09, 2004

See report footnotes for information regarding report content

| NGREDI ENT NAME; TRADE NAME

FLUCONAZOLE; DI FLUCAN | N DEXTROSE
FLUCONAZCOLE; DI FLUCAN | N DEXTROSE
FLUCONAZOLE; DI FLUCAN | N SODI UM C
FLUCONAZCOLE; DI FLUCAN I N SODI UM C
FLUCONAZOLE; DI FLUCAN I N SCDI UM C

FLUOROURACI L; CARAC
FLUOXETI NE HYDROCHLORI DE; PROZAC WEEKLY

I NDI NAVI R SULFATE; CRI XI VAN

I NDI NAVI R SULFATE; CRI XI VAN

I NDI NAVI R SULFATE; CRI XI VAN

I NDI NAVI R SULFATE; CRI XI VAN

LI DOCAI NE; ORAQI X

LOVASTATI N; ADVI COR
LOVASTATI N; ADVI COR
LOVASTATI N; ADVI COR

METAXALONE; SKELAXI N

METAXALONE; SKELAXI N

METFORM N HYDROCHLORI DE; METFORM N HCL
M CONAZOLE NI TRATE; MONI STAT 1 COVBI NAT
M RTAZAPI NE; M RTAZAPI NE

M RTAZAPI NE; M RTAZAPI NE

MOXI FLOXACI N HYDROCHL ORI DE; VI GAMOX

NI ACI N; NI ASPAN

NI ACI N; NI ASPAN

NI ACI N; NI ASPAN
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
PEMETREXED DI SODI UM ALI MTA
QUETI APl NE FUMARATE; SEROQUEL
QUETI API NE FUMARATE; SEROQUEL

QUETI API NE FUMARATE, SEROQUEL

PATENT
NUMBER

4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
4404216
4404216* PED
6670335
5910319
5985322
6689761
6689761
6689761
6689761
6031007
6676967
6676967
6676967
6683102
6683102

6676967
6676967
6676967
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5229382
5217974
5344932
4879288

4879288
4879288

PATENT/ PED EXCL

EXPI RES

JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JUN
MAY
MAY
FEB
FEB
FEB
FEB
APR
SEP
SEP
SEP
DEC
DEC

SEP
SEP
SEP
APR
APR
APR
APR
APR
APR
APR
APR
APR
APR
APR
APR

SEP
SEP

SEP
SEP

29,
29,
29,
29,
29,
29,
29,
29,
29,
29,
02,
29,
29,
10,
10,
10,
10,
01,
20,
20,
20,
03,
03,

20
20
20
23
23
23
23,
23,
23,

23
23
23
23
23
29,
06,
26,

26,
26,

2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2021
2017
2017
2021
2021
2021
2021
2017
2013
2013
2013
2021
2021

2013
2013
2013
2011
2001
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011

2011
2011

DS

DS

DS

DS

DS

DS
DS

PATENT
CODE( S)

DP

9 % %9 %% % % 9 % 9

u68

U396
U397
us54
us54
us54
us54
U553
U548
us48
us48
U189
U189

us48
U548
us48
U149
us47
ul49
us47
U149
us47
U149
us47
ul49
us47
U149
us47
us51

Us50
U550
U550

EXCLUS

CODE

1 -417
1 -417
1 -417
1 -417
1 -417
1 -417

1 -419
1-418
1-419
1-418
1-419
1-418
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EXCLUS
EXPI RES

VAY
JUN
JUN
JUN

JUN

JAN
JAN
JAN
JAN
JAN
JAN
FEB
JAN
JAN
JAN
JAN

JAN
JAN

29,
29,
14
14
10
10

14,
14,
14,
14,
14,
14,
04,
12,
12,
12,
12,

12,
12,

2004
2004
2004
2004
2004
2005

2007
2007
2007
2007
2007
2007
2009
2007
2007
2007
2007

2007
2007
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PATENT TERM EXTENSI ON AND NEW PATENTS - MARCH 09, 2004
DOCKET NUMBER *95S-0117
See report footnotes for information regarding report content

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL PATENT EXCLUS EXCLUS

NUMBER NUMBER EXPI RES CODE( S) CODE EXPI RES

020639 004 QUETI API NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011 DS DP U550 1-419 JAN 12, 2007

1-418 JAN 12, 2007
020639 005 QUETI API NE FUMARATE; SEROQUEL 4879288 SEP 26, 2011 DS DP U550 1-419 JAN 12, 2007
1-418 JAN 12, 2007

020741 001 REPAGLI NI DE; PRANDI N 6677358 JUN 12, 2018 DS DP U546

020741 002 REPAGLI NI DE; PRANDI N 6677358 JUN 12, 2018 DS DP U546

020741 003 REPAGLI NI DE; PRANDI N 6677358 JUN 12, 2018 DS DP U546

021042 001 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U266 NCE MAY 20, 2004
5691374 MAY 18, 2015 | -353 APR 11, 2005
6063811 MAY 06, 2017 U266 M 27 AUG 06, 2006
6239173 JUN 24, 2013 PED NOV 20, 2004
5474995* PED DEC 24, 2013 PED OCT 11, 2005
5691374* PED NOv 18, 2015 PED FEB 06, 2007
6063811* PED NOV 06, 2017
6239173* PED DEC 24, 2013

021042 002 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U266 NCE MAY 20, 2004
5691374 MAY 18, 2015 1 -353 APR 11, 2005
6063811 MAY 06, 2017 U266 M 27 AUG 06, 2006
6239173 JUN 24, 2013 PED NOv 20, 2004
5474995* PED DEC 24, 2013 PED OCT 11, 2005
5691374* PED NOv 18, 2015 PED FEB 06, 2007
6063811* PED NOv 06, 2017
6239173* PED DEC 24, 2013

021042 003 ROFECOXI B; VI OXX 6239173 JUN 24, 2013 NCE MAY 20, 2004
5474995 JUN 24, 2013 U266 | -353 APR 11, 2005
5691374 MAY 18, 2015 M 27 AUG 06, 2006
6063811 MAY 06, 2017 PED NOv 20, 2004
5474995* PED DEC 24, 2013 PED OCT 11, 2005
5691374* PED NOV 18, 2015 PED FEB 06, 2007
6063811* PED NOv 06, 2017
6239173* PED DEC 24, 2013

021052 001 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U266 NCE MAY 20, 2004
5691374 MAY 18, 2015 | -353 APR 11, 2005
6063811 MAY 06, 2017 U266 M 27 AUG 06, 2006
6239173 JUN 24, 2013 PED NOV 20, 2004
5474995* PED DEC 24, 2013 PED FEB 06, 2007
5691374* PED NOv 18, 2015 PED OCT 11, 2005
6063811* PED NOV 06, 2017
6239173* PED DEC 24, 2013

021052 002 ROFECOXI B; VI OXX 5474995 JUN 24, 2013 U266 NCE MAY 20, 2004
5691374 MAY 18, 2015 1 -353 APR 11, 2005
6063811 MAY 06, 2017 U266 M 27 AUG 06, 2006
6239173 JUN 24, 2013 PED NOvV 20, 2004
5474995* PED DEC 24, 2013 PED FEB 06, 2007
5691374* PED NOv 18, 2015 PED OCT 11, 2005
6063811* PED NOv 06, 2017
6239173* PED DEC 24, 2013

020080 001 SUMATRI PTAN SUCCI NATE; | M TREX 4816470 DEC 28, 2006 ur2
5037845 AUG 06, 2008 ur2
4816470* PED JUN 28, 2007
5037845* PED FEB 06, 2009

020132 001 SUMATRI PTAN SUCCI NATE; | M TREX 4816470 DEC 28, 2006 ur2
5037845 AUG 06, 2008 ur2
6368627 MAR 02, 2012 us44
5863559 JAN 26, 2016 ur2

6020001 MAR 02: 2012 ud44



APPL/ PRCD
NUMBER

020132 002

020132 003

020626 001

020626 002

020626 003

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S- 0117

MARCH 09, 2004

See report footnotes for information regarding report content

| NGREDI ENT NAME; TRADE NAME

SUMATRI PTAN SUCCI NATE; | M TREX

SUMATRI PTAN SUCCI NATE; | M TREX

SUVMATRI PTAN; | M TREX

SUMATRI PTAN, | M TREX

SUMATRI PTAN; | M TREX

PATENT
NUMBER

6020001* PED
6368627* PED
4816470* PED
5037845* PED
5863559* PED
4816470
5037845
6368627
5863559
6020001
6020001* PED
6368627* PED
4816470* PED
5037845* PED
5863559* PED
5037845
4816470
6368627
5863559
6020001
6020001* PED
6368627* PED
4816470* PED
5037845* PED
5863559* PED
4816470
5037845
5307953
5554639
5705520
5554639* PED
5705520* PED
4816470* PED
5037845* PED
5307953* PED
4816470
5037845
5307953
5554639
5705520
5554639* PED
5705520* PED
4816470* PED
5037845* PED
5307953* PED
4816470
5037845
5307953
5554639
5705520
5554639* PED
5705520* PED
4816470* PED
5037845* PED
5307953* PED

PATENT/ PED EXCL

EXPI RES

SEP
SEP
JUN
FEB
JUL
DEC
AUG

02,
02,
28
06,
26,
28
06,
02,
26,
02,
02,
02,
28,
06,
26,
06,
28,
02,
26,
02,
02,
02,
28,
06,
26,
28,
06,
02,
10,
10,
10,
10,
28,
06,
02,
28,
06,
02,
10,
10,
10,
10,
28,
06,
02,
28,
06,
02,
10,
10,
10,
10,
28,
06,
02,

2012
2012
2007
2009
2016
2006
2008
2012
2016
2012
2012
2012
2007
2009
2016
2008
2006
2012
2016
2012
2012
2012
2007
2009
2016
2006
2008
2012
2013
2011
2014
2012
2007
2009
2013
2006
2008
2012
2013
2011
2014
2012
2007
2009
2013
2006
2008
2012
2013
2011
2014
2012
2007
2009
2013

PATENT
CODE( S)

ur2
ur2
ud44

ud44

ur2

U232
U232

ur2

U232
U232

ur2

U232
U232

EXCLUS
CODE
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PATENT TERM EXTENSI ON AND NEW PATENTS - MARCH 09, 2004
DOCKET NUMBER *95S-0117
See report footnotes for information regarding report content

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL PATENT EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE( S) CODE EXPI RES
021368 001 TADALAFI L; CI ALI S 5859006 JAN 12, 2016 DS DP
6140329 JUL 11, 2016 DP U155
021368 002 TADALAFI L; CI ALI S 5859006 JAN 12, 2016 DS DP
6140329 JUL 11, 2016 DP U155
021368 003 TADALAFI L; Cl ALI S 5859006 JAN 12, 2016 DS DP
6140329 JUL 11, 2016 DP U155
020846 001 TERBI NAFI NE; LAM SI L 5681849 OCT 28, 2014 DP
6121314 MAY 18, 2012 DP U504
6121314 MAY 18, 2012 DP U540
6121314 MAY 18, 2012 DP U502
021395 001 TI OTROPI UM BROM DE MONOHYDRATE; SPI Rl VA NCE JAN 30, 2009
020771 002 TOLTERCDI NE TARTRATE; DETRCL 5559269 NOv 05, 2013 u31s
5559269* PED MAY 05, 2014
021630 001 VORI CONAZOLE; VFEND 5116844 AUG 11, 2009 DP U540 NCE MAY 24, 2007
5364938 NOv 15, 2011 DS I -409 NOv 14, 2006
5567817 OCT 22, 2013 DS DP U540
5773443 JAN 25, 2011 DS DP U540

Foot not es:

1. Patents are published upon receipt by the Orange Book Staff and may not reflect the official receipt date as describl ed

in 21 CFR 314.53(c)(3)(5).

Patents submitted on FDA Form 3542 and |isted after August 18, 2003 will have one to three patent codes indicating specific
patent clains as subnmitted by the sponsor:
DS = Drug Substance claim
DP = Drug Product claim
U and nunber = Method of Use claim (nmay be nultiple). Specific Method of use clains are listed at
http://ww. fda. gov/ cder/ or ange/ pat ex. ht m

Patents listed prior to August 18, 2003 are flagged with nethod of use clains only as applicable and subnmitted by the sponsor.
They may not be flagged with respect to other clains which may apply.

*PED and PED represent pediatric exclusivity. Patents with pediatric exclusivity granted after August 18, 2003 will be indicated
with *PED as was done prior to August 18, 2003. Patents with *PED added after August 18, 2003 will not contain any infornmation
relative to the patent itself other than the *PED extension. |Information related specifically to the patent will be conveyed on
the original patent only.



